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9 7 5 5  S W  C o m m e r c e  Ci rc le,  Su i t e  8 2  8 2 5  Cha l l e n g e r  Dr ive,  G r e e n  Bay ,  W I 5 4 3 1  l - 8 3 28  
Wi lsonv i l l e ,  O R  9 7 0 7 0  P :  9 2 0 . 4 6 9 . 1 3 1 3  c F: 8 8 8 . 5 7 0 . 6 4 6 0  (Enzymat ic )  

P :  5 0 3 . 5 8 2 . 8 3 8 6  * F: 5 0 3 . 5 8 2 . 0 4 6 7  P :  9 1 0 . 4 6 9 . 9 0 9 9  c F: 9 2 0 . 4 6 9 . 4 4 1 8  (Phy to )  

Octobe r  20 ,  2 0 0 4  

O ffice of Nut r i t iona l  P roducts ,  L abe l i n g  &  
Die ta ry  Supp l emen ts ,  H F S  8  1 0  
Cen te r  for F o o d  S a fety a n d  App l i e d  Nutr i t ion 
F o o d  a n d  D r u g  Admin is t ra t i on  
5  1 0 0  Pa in t  B r a n ch  Pa r kway  
Co l l e ge  Park ,  M D  2 0 7 4 0  

R E : L abe l  C la ims/D isc la imers  

Dea r  S i r  o r  M a d a m : 

Th is  letter is to not i fy y ou  that the  fo l l ow ing  p roduc t  is M a n u factured,  Packed ,  and /o r  D ist r ibuted by  Enzymat ic  
The rapy ,  Inc. at 8 2 5  Cha l l e nge r  Dr ive,  G r e e n  Bay ,  W iscons in  5 4 3  1 1  has  a  l abe l  that con ta ins  a  s ta tement  p r ov i ded  
by  sect ion 403 ( r ) ( 6 )  of the  Fede ra l  Food ,  D r u g  a n d  Cosmet ic  Act. Enzymat ic  The rapy ,  Inc. w ishes  to take advan t age  
of the  exemp t i on  to sect ion 201 (g ) ( l ) (C )  of the  act a n d  comp ly  wi th sect ion 403 ( r ) ( 6 )  of the  act. These  c la ims a r e  
no t  necessar i l y  for a  p roduc t  w e  cur rent ly  marke t  o r  p l a n  to marke t  in  the  immed i a t e  future, a n d  m a y  b e  exp lo ra to ry  
in  na tu re .  

A n  exc lus ive,  b a l a n c e d  
b l e n d  o f d ie ta ry  fib e r  a n d  
intest ina l  a b s o r b a n ts wi th 
key  b o tan i ca l  extracts a n d  
n u tritio n a l  synerg is ts  fo r  
g e n tle  in test ina l  s u p p o r t.* 

V ita m in  C  (as  Asco rb i c  Ac id ) ,  Psy l l i um Hu l l  
( P l a n ta g o  o v a ta ) , O a t B r a n  ( A v e n a  sat iva), 
B e n ton i te ,  G u a r  G u m  (Cyamops i s  
te t r agono l obus ) ,  P r u n e  P o w d e r  ( P r u n u s  
d o m e s tica ) , Ma r s hma l l ow  R o o t (A l t h aea  
o fficina l is) ,  B r ome l a i n , P a p a i n , G i n ge r  Rh i z ome  
(Z i ng i be r  o fficin a l e ) , G o l densea l  R o o t (Hydrast is  
canadens i s ) ,  C ranesb i l l  R o o t ( G e r a n i u m  
macu l a tu m ) , E ch i n a c ea  Ae r i a l  P a r ts ( Ech i n acea  
p u r p u r e a ) , E c h i n a c ea  R o o t ( E . a n g u s tifo l i a )  

I cert ify that the  i n fo rmat ion  con ta i ned  in  this not ice  is comp le te  a n d  accu ra te  a n d  that Enzymat ic  The rapy ,  Inc. h as  
substant ia t ion that the  s ta tements a r e  truthful  a n d  no t  m is lead ing .  

By:  
Robe r t  Doste r  

Tit le: Sen i o r  V i ce  P res i den t  of Scient i f ic A ffairs 

Date:  lo /do/o  q  



If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial Officer 
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October 20,2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

Dietary fiber helps maintain Vitamin C (as Ascorbic Acid), Psyllium Hull 
healthy gastrointestinal (Plantago ovata), Oat Bran (Avena sativa), 
function and improves colon Bentonite, Guar Gum (Cyamopsis 
health.* tetragonolobus), Prune Powder (Prunus 

domestica), Marshmallow Root (Althaea 
offkinalis), Bromelain, Papain, Ginger Rhizome 
(Zingiber officinale), Goldenseal Root (Hydrastis 
canadensis), Cranesbill Root (Geranium 
maculatum), Echinacea Aerial Parts (Echinacea 
purpurea), Echinacea Root (E. angustifolia) 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

Title: Senior Vice President of Scientific Affairs 
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If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920)406-3608. 

Gel mbq 
Chief Financial Officer 
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